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regulation that comes Into--effect when one -ing the adoption. of- this substitute
adde Is hopelessly behind, . ; . amendment, the reported substitute as

o80 far. Walsh's dsx-ear, $ million probe thus amended be treated as original
has put exactly one person behind bars. text for the purpose of further amend-
America can sleep again now that the dread-
ed Thomas Clines I doing 16 months. ment;

Just when It looked like the Walsh inquiry Ten minutes on the managers'
was over-the federal Iran-Contra grand amendment on broad terms and ac-
jury disbanded last week--some hard char- countabillty
gers on Walsh's staff.peruaded himto Ninety minutes on a Helms amend-
threaten former Defense secretary Cspar ment to freeze or reduce the funding
Weinberger with prosecution for allegedly
lying to Congress. Walsh reportedly.offered levels of the bill;
Weinberger immunity if he -would Incriml- One. hour on a Dole amendment
nate his old boss. Ronald Reagan. Wein- With respect to funding for the Inde-
berger stood pat. 8So far, no indictment. · pendent Television Service [ITVS];
The Walsh team's unsavory attempt to Ten minutes on a Byrd amendment

."sweat" Weinberger into turning stoolle. as ' on indecency.
though the former Cabinet secretary were
some dry-lipped flunmky in a burglary ring, Five minutes on a Bingaman amend-
highlights many abuses of. the IrsnContra ment on a report on the establishment
probe - of a ready-to-learn channel forpre-

Polltica. ome might think that -supposed- school children; - :
ly getting the goods on an ex-Defense secre . Five minutes on a Pressler -amend-
tary would be a prosecutorlal coup. But:a ment on la report on -using public

:president's head mounted over their fire- broadcasting satellite for distance
place Is evjdently the grand object of Walsh
&Co . learning

Intmlidatlbn. Bottomlessly funded special Thirty .minutes on a McConnell
proeecutors' an wage long court battles. Not amendment-requiring that TV. pro-
so their targets Only national fundraising grams funded by the CPB,. include
efforts met the legal expenses of national with the credits the statement .that
security offndc .OllivervNorth and John the CPB "Is a private nonprofit corpo-
Polndexter, both, convicted but cleared on ration created by Congress," or smnilar-
appeal. CIA employee Joseph Fernandez
ran up $18 milllon in lawyer bls fighting la -

·Walsh indictment that went nowhere Inno- That- all limitations on- time for
cence is no protection against litigious rutin debate be equally divided and con-

Unfairness. Wenberger opposed swapping trolled in the, usual form; that no mo-
arms for Iranian-held hostages,. but this "tions to recommit be In order, and that
didn't spare him from Walsh's ultimatum. following third. reading of ,the bilL all
Some Weinberger letters'in the Library of of thf following occur Without any

Congress Walsh staffers aliege appear to .action. or debate: the Commerce Com-
contradict' his testimony. to Congress that
he was not iparty to Iran-Contra machlni- mittee be. discharged from -further

otlons But the staffers had to, lobby Walsh consideration of IRR 2977, the House
-to lean on Weinberger, suggesting that companion bill, and the Senate: pro-
these letters are no smoking gun. : ceed. to its -immediate consideration;

The details of Iran-Contra are grist: for that all"' after the. enacting: clause be
the histoiamn, not the prosecutor. policeman stricken and the text pf 8. i50,. as
or jailer. t's time for the Walsh fishing e amend be inserted n lieu thereof;

The PRESIDING OFFICER. The the 8enate proceed to-vote on passage
majority leader is g ed of. HR 2977, as amendedr; and, that-

-upon-disposition of H.R 2977, . 1504
UNANIMOUS-CONSENT be returned to the calendar.

AGREEMENT The PRESIDING OFFICER. Is
Mr. MITCHEll Mr. President, -I there objection to the unanimous-con-

ask unanimous consent that when the sent request?
Senate resumes consideration of Cal- Mr. DOLE. No objection.
endar No. 333, 104, a bill'to author- The. PRESIDING OFFICER. With-
ize ambronrlalons fnr nuble. hrona. out objection, It Is so ordered.
casting. It be considered under the fol-
lowing time limitations:

Two hours on the bill. including the
committee - substitute': amendment;
that the-following amendments, in ad-
dition to. the committee-reported sub-
stitute, be~ih order-in the first degree
under. the time- limitation indicated
and ' not 'subject to 'seond-degIee
amendments; with the' only other
amendments in order being relevant to
the bill or the committee substitute
amendment, as amended, or, -if in the
second degree, relevant to the amend-
ment to which they are offered.

Ten minutes on the managers' sub-
stftute amendment that will be offered
and agreed to prior-to any other
amendment, to incorporate certain
provisions .of the -House bill (HR.
2977); with the provision that follow,

8AFE MEDICAL DEVICES ACT OF
: 1990 ..

Mr. MITCHELL Mr. -President, I
ask munaifmous consent -that the
-Senate proceed to the consideration of
8- 2783, -a bill introduced earlier today
by Senators KiNrmm and HATrc re-
garding the Implementation of the
Safe Medical Devices Act of 1990.
.The -PREIDINO OFFICER. The

bill will be stated by title.
The assistant legislative clerk read

as follows:
A bill (S. 2783) to amend the Federal

Food. Drug and Cosmnetic Act with respect
to medical devices and for other purposes

The RESIDING. . OFFICER. Is
·there objection to the request of the
Senator from Maine?

May 21, 1992
There being no objection, the Senate

proceeded to consider the bill. :' :
Mr. KENNEDY. Mr. President, the

Medical Device Amendments of 1992
represent several. modifications that
Senator- IATcH and I have developed
to facilitate better implementation of
the Safe Medical Devices Act of 1990.
These modifications have been devel-
oped in consultation with the adminis-
tration, the affected industries, and
consumer- representatives. Senator
HATCH and I have agreed to the follow-
'ing statement of explanation as to the
legislative Intent.of the bll .

STATmExT ON, THE MEIcAL DVI z -
AMi rwDxM o' 1992 - :

Section L Short Title and Refirece.
Section 1 states that the ahort title is:the

'"Medical Ievce Amendments of 1992."
- Section 2 Effective Date and Regulations
to Implement Section 519(e). ·-

Section 2 pertans to- the timetable for is-
suing final'regulations and the -effective
date for final regulations for section 519(e)
of the Pederal Pood. Drug and Cosmetic Act
("FFDC Act"). Section 519(e) was added by
section 3(b>-of the 8afe Medical Devices Act
of 1990, Pub. L 101-629 ("SDA"). The
SMDA required the Pood and Drug Admin-
istratlon ("FDA") to Issue proposed regula-
tions withtin nine months of the date of en-
actment (Auustg28 18991), and nal regula-
tions ine months later (May 28, 1992). It
also provides that'if the agency misses the
deadline for the final reuilaUtons, the pro-
posed regulations will go into effect and
become the final. reulations, wth the stat-
ute to take effect mmediately. - -

The FDA isued the prop r on
to tinplement sectilon 519(e) on JcarWhn/.
199a Even.thoughthe deadline for.th final
regulations :s.May 28, 1992, theagencypro-
vlded a 6 - comment. period. Thus ' the
comment period vll cloe one day tefore
the final regulations re.due tbbe- Issued
The agency has nformed;the Conges-.that
tt does not intend to issue the lnal reula-
tions by the May 28 deadline. ,: t-

Section-2 would extend. the deadline to
issue final regulations by 6 months, or until
November 28, 1992. The agency has indicat-
ed that this extension will allow sufficient
time to Issue the final regulations. owever.
ff the final regulations are not issued by No-

vember 28;, 1992 then Section 2.provides
that the propesed'regulations will become
thefinal regulations on November 29, 1992.
The FDA Is directed topublish .promptly in
the: Federal Register notice of the new
status of the proposed regulations.

Section 2 also provides that the flnailregu-
lations will gO into effect 9 months after
they are published or'no later than August
29. -1993- (9 months after November 29,
1992). This date may not be extended by the
FDA under any circumstances.: -
-In some cases, device- manufacturers may

need to obtain a section 510(k) clearance or
an approval of a supplemental device appl-
cation prior to initiating tracking of devices.
This could occur where an effective tracking
system required -new packaging (such as
single packaging instead of bulk packaging)
or an alteration in procesing (such as the
sterilization'of the product). It is expected
that the FDA will expedite decisions, on
such clearance applications so that rnanu-
facturers can have tracking systems in place
by the effective date of the regulatUons. -

Section . Postmarket Surveillance.
S 8ection 3 makes failure to comply with;-

requirement Imposed by section 522 of the
FF1DC Act-(Postmarket Surveillance) a pro-
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regulation that comes into-effect when one ing the adoption, of-'this substitute There being no objection the Senate
side is hopelessly behind. amendment, the -reported substitute as proceeded to consider the bill. · -'.. ::

So far, Walsh's six-year, $30 million probe thus amended be treated'as original Mr. NNEDY Mr. President, the
has put exactly one person behind a mended be teated as orgin . . . President, the
America can sleep again now that the dread- text for the purpose of further amend- Medical Device Amendments of 1992
ed Thomas Clines is doing 16 months ment· represent several. modifications that

Just when It looked like the Walsh inquiry Ten minutes on the managers' Senator- HATCH and I have developed
was over--the federal Iran-Contra grand amendment on broad terms and ac.- to facilitate better implementation of
Jur disbanded last week--some hard char- countabllity;. the Safe Medical Devices Act of 1990.
gers on Walsh's 8staff-Persuded himto Ninety minutes on a Helms amend- These modifications have-been devel-threaten'former Defense secretary Caspar
Weinberger with prosecution for allegedly ment to freeze or reduce the funding oped in consultation with the admins-
lying to Congress Walsh reportedly offered levels of the bill; tration, the affected industries. and
Weinberger immunity.if he would incrim- One hour on a Dole amendment consumer- representatives. Senator
nate his old boss, Ronald Reagan.,Wein. with respect to funding for the Inde- HATcH and I'have agreed to the follow-
berger-stood pat. So far, no indictment. pendent Television Service IITVS:]; 'ing statement of explanation as to the

The Walsh team's unsavory attempt to Ten minutes on a Byrd amendment legislative intent of the bill:·"sweat" Weinberger into turning stoolie, as on indecency; ', oN: MdIca Icthough the former Cabinet secretary were . nutes on a Bsngaii amend- smmcs 1992Di c -
some dry-lipped flunky In a burglary ring . ve minutes.on a n mh aend- A U T' 1992
·highlights many abuses of the Iran-Contra ..ment on a report on the establishment S. ection 1. Short Title and Reference.
probe: of a ready-to-learn -channel for, pre-: Section 1 states that the short title Is the

Politics. Some might think that supposed- .school children "Medical ;evce Amendment of 1992 ."
ly getting the goods on an ex-Defense secre- .. Five *minutes on a Pressler -amend- -Section 2L Effective Date and Regulations
tary would be a prosecutorial coup. But: a merit -on 'a report -on using pubUc to Implement Section 519(e)..--

·presdent's head mounted over their: fre- .broadcasting- satellite · for distance Section 2 pertains to-the timetable for is-
place Is elidently the grand object of. Walsh lerg· .. sun final regulations and the effective&Co. learning,~C~ . % ·.. -' ' - .. , ' ~ ~~~~~~~~~~date for fia reultons-for section 519(e)Intimldatibn. Bottomlessly funded special Thirty minutes on a.. McConnell daorfnl regulatosorecton 1e)...... taof the Federal Food, Drug and Cosmtic Actprosecutors can wage long court battles. Not amendment-requiring that TV pro- ;'"FFDC Act'). Section 519(e) was added by
so their targets Only national fundraising grams.funded by -the CPB, .include 'eon-3(b)of the Safe Medical Devices Act
efforts met the egal expenses-of national with the credits.:the statement -that of 1990, Pub L101-629 -("SMDA"). 'he

·security officials 1 OlvermNorth and John .the CPB "is a private nonprofit corpo-- SMDA required the Food and Drug Admin-
Poindexter, both convicted but cleared on ration created by Congress," or lminlar Istratlon ("FDA") to Issue' proposed regula-
appeal. CIA employee Joseph' Fernandez ' ' . tlin'mont 'theda fen
ran up $1it million in lawyer bills fighting a angthin ine mont of-the date of en-'Walsh indictment that went nowhere. uInno- That : all imitations on- time for actment (Auguast 28, 1991),and final regula-
cence is no protection against litigious ruin. :debate be equally divided' and con- tions nine mnth later (May 8, 1992). It

Unfairnes. Weinberger opposed swapping trolled In the, usual form; 'that no mo- also provides thatif the gency misses thearms for Iranian-held hostages;. but this io be in order; andt eadline for the.final rekulations, the pro-'ins to recommit be in order,.and that'~~~~~~~~~~~~~~~~~~~ posed .regulationa-'will go' into effect anddidn't spare him from Walsh's ultimatum following third reading of,.the bill all oe .reguai wl m uo into effect and
Som.e Weinberger letters in .thie-ibrary o become the efinmlre daul -on th stat-fo .Waish saffers atlegeappear o .of the- following .occur without any ute to take effect immedlately.o w s-
Congratc mess, asumoaffv..to'Canee tess -action.-or debate: the Commerce Corn- -The FDA Issued the proposed regulations-contradict' his testimony to Congrss that
he was not party to IranContra malhna- mittee .be discharged from- further to l t con.1 9 e) on Much--2.
tions. But the staffer. had to l6bby:Walih -oonsideration of HR. 2977, 4the House 1992. Even though the deadline for the final
to lean on Weinberger, suggesting . that copanion: bill, and the Senate: pro- regulatio : Js. May 28,- 1992 the agency pro-these lettesare no smoking gun. : ceed .to its immediate' coideration; ed a ·oday : comment period. Thus. the

The' details of Iran-Contra. ae gristfit faor ua.after the e acinhg: elau~e be .comment period will 'close one day. before
the historian, not the prsecuetoir, po 'lemah .n 'trcgen and the .,- ;,,~ a: -d,- . th"e final regulatlomm. are-due to be-.ssue.The- agell3 baan foinrmedthe Congess .thator Jailer. It's time foi the Walsh flshlne 'e -'_ ar:ide bei..nseted in U.eu thereof; .t de .- o intend t Issued -the final regta-Pedliton to return to shore. be t Intoeinto'twue'the finalregula-

The d n PREtrIDtnto OFFICERrethe bill be read for the third time, and tions by the May.28 deadline.
majority leader is recognizedR. The the Senate proceed to vote on passage Section 2 would extend. the deadline to

majority leader is rognized. of H.R. 2977,' as amended' and, that issue final regulations by 6 months or until
- upon-disposition of HR. 2977,S. 1504 November 28. 1992. The agency has Indicat-

UNANIMOUS-CONSENT '.be'returned to the calendar. ed that this extension will allow sufficient
AGREE.MENT - The PREBIDING OFFWER i time to Issue the finalregulationas. owever,AGREEM]MiT ~ "'The : PRESIDING 'OFIFId'ER. 'isMr. MITCHELMr. President, thee objetion to the unanmous-con- if the final regulations are not'issued by No-Mr. P;r.es ident.-I there o~b~j~ember 2' ;1I992 then Section- 2 .providesask unanimous consent that when the sent request? that the proposed-'regulations wlll become

Senate resumes consideration of-Cal- ·Mr. DOLE. Noobjection. thefinal regulations on November 29, 192
endar No. 333; S. 1504, a bill -t author-- :The. PRESIDING OFFICER. -With. The FDA is directed toeubesb promptly in
Ize appropriations for public broad- out objection, it Is so ordered, the Federal -RegIter- notice of the new

____________ ~status of the proposed regulations.casting, it be considered under the fol-* * statm of the prpom~ rgulaton .castow~ing,~ i~~t be cl~onsidered:~- ud: tef-Section 2 also provides that the final regu-lowing time limitations:
- Two hu onhblSAFE MEDICAL DEVICES ACT OF lations will go Into effect 9.months aftermitweo hours'on the b ameincluding the -: - r ' 19 - · they are published or no later then August

committee: substitute: amendment; .- ~.. .*;. 990 ''- - 29; '1993- (9 months after. November. 29.
that the following amendments, inad- - Mr.- MITCHELT.- Mr. -Presldent, I le92). This date may not be extended by the.
ditlon to 'the committee-reported-sub- ask Urnanfious ::consent -that -the F DA under any citrumstae- :::...:
stitute, be in order-in the firstl degree .- Senate proceed to the consideratldn of ', In somne cases devlc,-manufacturers. may
under the time -limitatioti :ndlcated ,.:2783,-a& bill introduced earlier today need to obtain a section 510(k) clearance or,
and not subject to -second-degree by SenatorsL KxlsnR and HATrc re- an approval of a supplementa e device applU-
amendments; with the only other garding the- ' l mplementaon of. the Cation prior to initiating trcking of devicesThis could occur where an effective trckingamendments in order being relevant to Safe Medical Devices Act of 1990 system required--ew packaging' (such as
the bill or the committee substitute I The ·PRESIDING OFFICER..The single packaging instead of bulk psackaging)
amendment, as amended, or, if in the bill will be stated by title. or an alteration in processing (such as the
second degree, relevant to the amend- The assistant legislative clerk read sterilizatIon'ofthe product). It is expected
ment to which they are offered: as follows: - that the FDA will expedite decisions, on

Ten minutes on the manaera' sub. A bill'C(' 2783) to amend the Federal such clearance applications so that menu-
stitute uamendment that Will be offered Food. Drug and Cosmeti Act withrespect facturers can have trcking systems in place
and agreed to prior-to any other to medical devices and for othe purpo by the efectve-dateof theregulations.

· amendment.~ 'o ~oSection 3. Postmarket Surveillanc.amendment.' to incorporate certain The PRESIDING.- OFFICER. Is Section 3 make failure to comply -with
provisions of the House bill -(HR. · there objection to the request of the requirement imposed by section 522 of the
2977); with the provision that follow SBenator from Maine? F:DC Act (Postmarket Surveillance) a pro-


